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First Office Action on the IVIerits 
Priority 

1 . Acknowledgment is made of applicant's claim for foreign priority based on an 

application filed in Spain on January 22, 2003. It is noted, however, that applicant has 
not filed a certified copy of the foreign application as required by 35 U.S.C. 11 9(b). 

Claim Rejections - 35 USC § 101 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

3. Claim 11 is rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. 

The claim recites a "use" without setting forth any steps involved in the process 
and, thus, results in an improper definition of a process, i.e., results in a claim that is not 
a proper process claim under 35 USC § 101 (see MPEP § 2173.05(q)). 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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5. Claims 1 1 and 12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The instant claims are indefinite for the following reasons: 
Claim 1 1 is indefinite because it merely recites a "use" without any active, 
positive steps delimiting how this use is actually practiced and, thus, it is unclear what 
process is encompassed by the claimed invention (see MPEP § 2173.05(q)). For the 
purpose of art rejection, the claim is interpreted as being drawn to a method of obtaining 
17a-acetoxy-1 13-(4-N,N-dimethylaminophenyl)-19-norpregna-4,9(10)-diene-3,20-dione 
(VA-2914) by purifying raw VA-2914 via the production of the corresponding 
isopropanol hemisolvate. 

Claim 12 lacks a period and, thus, the skilled artisan would be unable to 
determine the metes and bound of the claimed invention 



Double Patenting 

6. A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 
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7. Claim 12 is provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claim 25 of copending Application No. 10/542,580. This is a 
provisional double patenting rejection since the conflicting claims have not in fact been 
patented. 

Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 1 , 5, 8, 9 and 1 1 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Kim et al. (WO 96/30390). 

Kim et al. teaches a process for the production of 1 7a-acetoxy-1 1 p-(4-N,N- 
dimethylaminophenyl)-1 9-norpregna-4,9(1 0)-diene-3,20-dione (VA-291 4) which 
includes purification of the said compound by (a) dissolution and evaporation in 
isopropyl alcohol and obtaining a solid which retained isopropyl alcohol followed by 
dissolving in ethyl acetate, evaporation and crystallization from ether (see the entire 
article, especially page 23, Example 7, lines 24-36). The process and the solvate 
taught by the reference are encompassed by the instant claims. 
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Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claims 2-4, 6, 7, 10 and 12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kim et al. (WO 96/30390) as applied to claim 1 above, and further in 
view of Cook et al. (WO 99/45022). 

As stated above in #8, Kim et al. teaches a process for the production of 17a- 
acetoxy-1 1 p-(4-N,N-dimethylaminophenyl)-19-norpregna-4,9(10)-diene-3,20-dione (VA- 
2914) which includes purification of the said compound by (a) dissolution and 
evaporation in isopropyl alcohol and obtaining a solid which retained isopropyl alcohol 
followed by dissolving in ethyl acetate, evaporation and crystallization from ether (see 
the entire article, especially page 23, Example 7, lines 24-36). 

Claims 2-4 and 10 differ from the reference by reciting crystallization of the 
isopropanol hemisolvate by cooling, reaction conditions for said crystallization process 
and filtration of the solid. 

Claim 6 differ from the reference by reciting the conversion of the isopropanol 
hemisolvate into 17a-acetoxy-1 1 p-(4-N,N-dimethylaminophenyl)-19-norpregna-4,9(10)- 
diene-3,20-dione (VA-2914) by recrystallization using ethanol/water or ethyl ether. 
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However, crystallization by dissolution and cooling, instead of evaporation, is well 
known in the art and, thus, is not a patentable distinction absence a showing of 
critical ity. 

Finding the reaction condition(s), temperatures for complete dissolution and 
crystallization as well as other solvents for crystallization of VA-2914 from the 
hemisolvate would require only routine experimentation which would have been within 
the level of skill of the ordinary artisan in the art at the time of the present invention. 
Additionally, Kim teaches the use of ether but is silent as to which ether is utilized and, 
thus, the use of ether in the crystallization process is prima facie obvious. 

Claim 7 differs from the reference by reciting a process for obtaining raw 17a- 
acetoxy-1 1 p-(4-N,N-dimethylaminophenyl)-19-norpregna-4,9(10)-diene-3,20-dione (VA- 
2914) via acid hydrolysis of 3,3-(1 ,2-ethanedioxy)-5a-hydroxy-1 1 p-(4,4- 
dimethylaminophenyl)-1 7a-acetoxy-1 9-norpregna-9-ene-20-one. 

Claim 12 differs from the reference by reciting the compound 3,3-(1 ,2- 
ethanedioxy)-5a-hydroxy-1 1 |3-(4,4-dimethylaminophenyl)-1 7a-acetoxy-1 9-norpregna-9- 
ene-20-one. 

However, Cook et al. teaches similar compounds, i.e., 20-keto-1 1 p-arylsteroids 
and processes for their production (see the entire article, especially Figures 1 and 4). In 
Figure 4, Cook shows the following reaction: 
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wherein D-4 is obtained 
from D-8 by acid liydrolysis. Cool< teaclies a genus of compounds of formula (III), 
which encompasses D-8 and the Instantly claimed 3,3-(1,2-ethanedioxy)-5a-hydroxy- 
1 13-(4,4-dimethylaminophenyl)-17a-acetoxy-19-norpregna-9-ene-20-one (see page 84, 
claim 18). That is. Cook teaches Ar can be 4,4-dimethylaminophenyl and R as alkyi 
and exemplifies D-4 as 17a-propionyloxy-1ip-(4-N,N-dimethylaminophenyl)-19- 
norpregna-4,9(10)-diene-3,20-dione (see for example, page 28, line 1 1 , Example 5). 
Therefore, it would have been obvious to the skilled artisan in the art to make 17a- 
acetoxy-11 p-(4-N,N-dimethylaminophenyl)-19-norpregna-4,9(10)-diene-3,20-dione 
taught by Kim et al. from the corresponding 3,3-(1 ,2-ethanedioxy)-5a-hydroxy-1 1 P-(4,4- 
dimethylaminophenyl)-17a-acetoxy-19-norpregna-9-ene-20-one via acid hydrolysis as 
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taught by Cook et al. with the reasonable expectation of obtaining the desired end 
compound. 



Telephone Inquiry 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Barbara P. Badio whose telephone number is 571-272- 
0609. The examiner can normally be reached on M-F from 6:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned Is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Barbara P. Badio/ 

Primary Examiner, Art Unit 1612 



